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1. Receiving Unit ... - |CDER
2. Record Name ... - |Abbreviated New Drug Application (ANDA)
3. Regulatory Citation...... : 21 CFR 314.94
4. Effective Date ... - [uly 12, 2002
5. For information ..

Contact:|Ruth Warzala Phone:|301-827-5845

Fax: 301-594-0183 Email:(OGD ESUB@CDER.FDA.GOV

Address ICDER/OPS/OGD (HFD-600)

7500 Standish Place

Rockville, MD 20855

6. Submit Electronic Records to..

Address: FDA/CDER/Office of Generic Drugs

MPN2, HFD-600

7500 Standish Place, ROOM 150

Rockyville, MD 20855
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7. Electronic formats ..
a)|PDF b) |SAS Transport (XPT)| ©)
8. Media ..
a) |CD-ROM b) [IMagnetic Tape ©) |Floppy Disk
9. Transmission Methods ..
a) |Surface Mail (media) |b) c)

10. An electronic copy of additional guidance describing the acceptance
criteria for this electronic record may be found in..

Guidance for Industry: Providing Regulatory Submissions in Electronic
Format--ANDAs (http://www.fda.gov/cder/guidance/4302fnl.pdf)

Guidance for Industry: Providing Regulatory Submissions in Electronic Format -
General Considerations (http://www.fda.gov/cder/guidance/2867fnl.pdf)

Guidance for Industry: Providing Regulatory Submission in Electronic
Format--NDAs  (http://www.fda.gov/cder/guidance/2353fnl.pdf)
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